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Trade name: Zovirax Cream 5%
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Relevant INDs/NDAs/DMFs: IND . —— NDA 18-828; NDA 18-604.

Drug class: Acyclovir is a synthetic purine nucleoside analogue with in vitro and in vivo
inhibitory activity against human herpes viruses.

Indication: Treatment of recurrent herpes labialis (cold sores).

Clinical formulation: 5% cream.

Route of adminjstration: Topical
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COMMENTS

Acyclovir is an approved drug (NDA 18-904) for treatment of herpes labialis (cold sores). The
present NDA is for acyclovir in a cream formulation. No new pharmacology/toxicology data
were submitted with this NDA. There were no proposed labeling changes in the

pharmacology/toxicology sections of the label. There are no pharmacology/toxicology issues
with this NDA.
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